
New Drug Application (NDA) Approvals:
APPLICATION 

NUMBER
PROPRIETARY NAME ESTABLISHED NAME APPLICANT REVIEW 

CLASSIFICATION
505(B)(2) 

APPROVAL APPROVAL DATE

NDA 202293 FARXIGA DAPAGLIFLOZIN ASTRAZENECA AB S 1/8/2014

NDA 204623 PENNSAID DICLOFENAC SODIUM
MALLINCKRODT INC THE PHARMACEUTICALS BUSINESS 
OF COVIDIEN S Y 1/16/2014

NDA 205352 ALEVE PM
NAPROXEN SODIUM, 
DIPHENHYDRAMINE HCI BAYER HEALTHCARE CONSUMER CARE S Y 1/17/2014

NDA 205582 DECITABINE SUN PHARMA GLOBAL FZE S Y 1/23/2014
NDA 205583 DESVENLAFAXINE SUN PHARMA GLOBAL FZE S Y 1/28/2014
NDA 205677 HETLIOZ TASIMELTEON VANDA PHARMACEUTICALS INC P,O 1/31/2014
NDA 204914 (2) LAMIVUDINE AND ZIDOVUDINE MYLAN LABORATORIES LTD S Y 2/4/2014
NDA 203202 NORTHERA DROXIDOPA CHELSEA THERAPEUTICS INC P,O 2/18/2014
NDA 204768 TIVORBEX INDOMETHACIN IROKO PHARMACEUTICALS LLC S Y 2/24/2014
NDA 022219 AVEED TESTOSTERONE UNDECANOATE ENDO PHARMACEUTICALS INC S Y 3/5/2014

NDA 204031 XARTEMIS XR
OXYCODONE HYDROCHLORIDE AND 
ACETAMINOPHEN MALLINCKRODT INC P Y 3/11/2014

NDA 205122 QUDEXY XR TOPIRAMATE UPSHER-SMITH LABORATORIES INC S Y 3/11/2014
NDA 202356 DOCETAXEL PFIZER LABS S Y 3/13/2014
NDA 205596 NOXAFIL POSACONAZOLE MERCK SHARP AND DOHME CORP P 3/13/2014

NDA 205355 (2)

LAMIVUDINE AND TENOFOVIR 
DISOPROXIL FUMARATE WITH 
NEVIRAPINE HETERO LABS LTD UNIT III S Y 3/14/2014

NDA 205410 HEMANGEOL PROPRANOLOL HYDROCHLORIDE PIERRE FABRE DERMATOLOGIE S,O Y 3/14/2014

NDA 205508 (2) ATAZANAVIR SULFATE AND RITONAVIR EMCURE PHARMACEUTICALS LTD P Y 3/17/2014
NDA 204677 NEURACEQ FLORBETABEN PIRAMAL IMAGING SA S 3/19/2014
NDA 204684 IMPAVIDO MILTEFOSINE PALADIN THERAPEUTICS INC P,O 3/19/2014
NDA 205437 OTEZLA APREMILAST CELGENE CORP S 3/21/2014
NDA 205223 METRONIDAZOLE VALEANT PHARMACEUTICAL NORTH AMERICA LLC S 3/24/2014
NDA 204655 NEXIUM ESOMEPRAZOLE  MAGNESIUM ASTRAZENECA LP S 3/28/2014
NDA 205787 EVZIO NALOXONE HYDROCHLORIDE KALEO INC P Y 4/3/2014
NDA 205703 (1) ESMOLOL HCL HQ SPECIALTY PHARMA CORP S Y 4/14/2014
NDA 204485 VASOSTRICT VASOPRESSIN PAR STERILE PRODUCTS LLC S Y 4/17/2014
NDA 204977 OMTRYG OMEGA-3 ACID ETHYL ESTERS A TRYGG PHARMA INC S Y 4/23/2014
NDA 205641 ASMANEX HFA MOMETASONE FUROATE MERCK SHARP AND DOHME CORP S 4/25/2014
NDA 205919 PURIXAN MERCAPTOPURINE NOVA LABORATORIES LTD S,O Y 4/28/2014
NDA 205755 ZYKADIA CERITINIB NOVARTIS PHARMACEUTICALS CORP P,O 4/29/2014
NDA 205382 INCRUSE ELLIPTA UMECLIDINIUM BROMIDE GLAXO GROUP LTD ENGLAND DBA GLAXOSMITHKLINE S 4/30/2014
NDA 205060 EPANOVA OMEGA-3-CARBOXYLIC ACIDS ASTRAZENECA PHARMACEUTICALS LP S 5/5/2014
NDA 204886 ZONTIVITY VORAPAXAR MERCK SHARP AND DOHME CORP S 5/8/2014
NDA 204822 IZBA TRAVOPROST OPHTHALMIC SOLUTION ALCON LABORATORIES INC S 5/15/2014
NDA 021883 DALVANCE DALBAVANCIN DURATA THERAPEUTICS INTERNATIONAL BV P 5/23/2014
NDA 205488 NATESTO TESTOSTERONE TRIMEL BIOPHARMA SRL S Y 5/28/2014

NDA 205388 OMIDRIA
PHENYLEPHRINE HCL AND KETOROLAC 
TROMETHAMINE OMEROS CORP S Y 5/30/2014

NDA 206352 REYATAZ ATAZANAVIR BRISTOL MYERS SQUIBB CO P 6/2/2014
NDA 203567 JUBLIA EFINACONAZOLE DOW PHARMACEUTICAL SCIENCES S 6/6/2014
NDA 205637 BUNAVAIL BUPRENORPHINE AND NALOXONE BIODELIVERY SCIENCES INTERNATIONAL INC S Y 6/6/2014
NDA 205435 SIVEXTRO TEDIZOLID PHOSPHATE CUBIST PHARMACEUTICALS INC P 6/20/2014
NDA 205436 SIVEXTRO TEDIZOLID PHOSPHATE CUBIST PHARMACEUTICALS INC P 6/20/2014
NDA 022472 AFREZZA INSULIN MANNKIND CORP S 6/27/2014
NDA 204300 VAZCULEP PHENYLEPHRINE HYDROCHLORIDE ECLAT PHARMACEUTICALS LLC S Y 6/27/2014
NDA 205580 (1) BENDAMUSTINE HYDROCHLORIDE EAGLE PHARMACEUTICALS INC S,O Y 7/2/2014
NDA 206256 BELEODAQ BELINOSTAT SPECTRUM PHARMACEUTICALS INC P,O 7/3/2014
NDA 204427 KERYDIN TAVABOROLE ANACOR PHARMACEUTICALS INC S 7/7/2014
NDA 205776 RASUVO METHOTREXATE INJECTION MEDAC PHARMA INC S Y 7/10/2014

NDA 206289
ATROPINE SULFATE OPHTHALMIC 
SOLUTION AKORN INC P Y 7/18/2014

NDA 205579 RYANODEX DANTROLENE SODIUM EAGLE PHARMACEUTICALS INC P,O Y 7/22/2014

NDA 205434

FLONASE ALLERGY RELIEF 
(FLUTICASONE PROPIONATE  NASAL 
SPRAY) GLAXOSMITHKLINE CONSUMER HEALTHCARE S 7/23/2014

NDA 205777 TARGINIQ ER 

TARGINIQ ER OXYCODONE 
HYDROCHLORIDE/NALOXONE 
HYDROCHLORIDE PURDUE PHARMA LP S Y 7/23/2014

NDA 205858 ZYDELIG IDELALISIB GILEAD SCIENCES INC S,O 7/23/2014
NDA 205931 ACTICLATE DOXYCYCLINE HYCLATE AQUA PHARMACEUTICALS LLC S Y 7/25/2014
NDA 205029 EPINEPHRINE BELCHER PHARMACEUTICALS LLC S Y 7/29/2014
NDA 203108 STRIVERDI RESPIMAT OLODATEROL BOEHRINGER INGELHEIM PHARMACEUTICALS INC S 7/31/2014
NDA 204629 JARDIANCE EMPAGLIFLOZIN BOEHRINGER INGELHEIM PHARMACEUTICALS INC S 8/1/2014
NDA 206334 ORBACTIV ORITAVANCIN DIPHOSPHATE THE MEDICINES CO P 8/6/2014

NDA 204353 INVOKAMET
CANAGLIFLOZIN AND METFORMIN 
HYDROCHLORIDE JANSSEN PHARMACEUTICALS INC S Y 8/8/2014

NDA 204569 BELSOMRA SUVOREXANT MK-4305 MERCK SHARP AND DOHME CORP S 8/13/2014

NDA 205861 (2)
EFAVIRENZ, LAMIVUDINE AND 
TENOFOVIR DISOPROXIL FUMATATE MACLEODS PHARMACEUTICALS LTD S Y 8/14/2014

NDA 205692 (1) BASAGLAR INSULIN GLARGINE ELI LILLY AND CO S Y 8/18/2014
NDA 205494 CERDELGA ELIGLUSTAT GENZYME CORP P,O 8/19/2014

NDA 205625 ARNUITY ELLIPTA FLUTICASONE FUROATE 
GLAXOSMITHKLINE INTELLECTUAL PROPERTY 
DEVELOPMENT LTD ENGLAND S 8/20/2014

NDA 205551 TRIUMEQ
ABACAVIRSULFATE, DOLUTEGRAVIR, 
AND LAMIVUDINE VIIV HEALTHCARE CO S 8/22/2014

NDA 200656 KABIVEN AND PERIKABIVEN

AMINO ACIDS, ELECTROLYTES, 
DEXTROSE AND LIPID INJECTABLE 
EMULSION FRESENIUS KABI USA LLC S Y 8/25/2014

NDA 206040 (2)

LAMIVUDINE AND ZIDOVUDINE FDC 
TABLETS CO-PACKAGED WITH 
EFAVIRENZ MYLAN LABORATORIES LTD S 9/4/2014

NDA 206041 (2)
ATAZANAVIR SULFATE AND RITONAVIR 
CO-PACKAGED WITH LAMIVUDINE MYLAN LABORATORIES LTD S 9/4/2014
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NDA 205874 FERRIC CITRATE KERYX BIOPHARMACEUTICALS INC S Y 9/5/2014

NDA 200063 CONTRAVE 

NALTREXONE 
HYDROCHLORIDE/BUPROPION 
HYDROCHLORIDE TAKEDA PHARMACEUTICALS USA INC S Y 9/10/2014

NDA 206042 (2)

EMTRICITABINE AND TENOFOVIR 
DISOPROXIL FUMARATE CO-
PACKAGED WITH NEVIRAPINE MYLAN LABORATORIES LTD S 9/12/2014

NDA 204760 MOVANTIK NALOXEGOL ASTRAZENECA PHARMACEUTICALS LP S 9/16/2014
NDA 206088 OTEZLA APREMILAST CELGENE CORP S 9/23/2014
NDA 021936 SPIRIVA RESPIMAT TIOTROPIUM BROMIDE BOEHRINGER INGELHEIM PHARMACEUTICALS INC S 9/24/2014
NDA 203093 VITEKTA ELVITEGRAVIR GILEAD SCIENCES INC S 9/24/2014
NDA 203094 TYBOST COBICISTAT GILEAD SCIENCES INC S 9/24/2014
NDA 204734 FOSRENOL LANTHANUM CARBONATE SHIRE DEVELOPMENT LLC S 9/24/2014

NDA 201923 ILUVIEN
FLUOCINOLONE ACETONIDE 
INTRAVITREAL INSERT ALIMERA SCIENCES INC P 9/26/2014

NDA 204820 MITIGARE COLCHICINE HIKMA PHARMACEUTICALS LLC S Y 9/26/2014
NDA 206473 (1) LINEZOLID HOSPIRA INC S Y 9/26/2014

NDA 203684 LUMASON
SULFUR HEXAFLUORIDE LIPID-TYPE A 
MICROSPHERES BRACCO DIAGNOSTICS INC S 10/10/2014

NDA 205718 AKYNZEO NETUPITANT AND PALONOSETRON HELSINN HEALTHCARE SA S 10/10/2014
NDA 205834 HARVONI LEDIPASVIR AND SOFOSBUVIR GILEAD SCIENCES INC P 10/10/2014
NDA 022535 ESBRIET PIRFENIDONE INTERMUNE INC P,O 10/15/2014
NDA 205832 OFEV NINTEDANIB BOEHRINGER INGELHEIM PHARMACEUTICALS INC P,O 10/15/2014
NDA 201657 PARICALCITOL INJECTION HOSPIRA INC S Y 10/21/2014
NDA 205108 SOTYLIZE SOTALOL HYDROCHLORIDE ARBOR PHARMACEUTICALS LLC S Y 10/22/2014
NDA 204311 (2) ABACAVIR AND LAMIVUDINE MYLAN LABORATORIES LTD S Y 10/23/2014
NDA 204915 (2) ABACAVIR AND LAMIVUDINE MYLAN LABORATORIES LTD S Y 10/23/2014

NDA 205649 XIGDUO XR 
DAPAGLIFLOZIN AND METFORMIN HCL 
EXTENDED RELEASE ASTRAZENECA AB S 10/29/2014

NDA 206406 (1) ENVARSUS XR TACROLIMUS EXTENDED-RELEASE VELOXIS PHARMACEUTICALS INC S,O Y 10/30/2014
NDA 205474 HYDROCODONE AND GUAIFENESIN SOVEREIGN PHARMACEUTICALS LLC S Y 11/14/2014
NDA 205917 PARICALCITOL INJECTION HIKMA PHARMACEUTICALS CO LTD S Y 11/18/2014
NDA 206627 HYSINGLA ER HYDROCONONE BITARTRATE PURDUE PHARMA LP P Y 11/20/2014
NDA 203255 SIGNIFOR LAR PASIREOTIDE NOVARTIS PHARMACEUTICALS CORP S,O 12/15/2014
NDA 206769 ARGATROBAN INJECTION TEVA PHARMACEUTICALS USA S Y 12/15/2014
NDA 206307 XTORO FINAFLOXACIN ALCON RESEARCH LTD P 12/17/2014
NDA 206162 LYNPARZA OLAPARIB ASTRAZENECA PHARMACEUTICALS LP P,O 12/19/2014
NDA 206255 SOOLANTRA IVERMECTIN GALDERMA LABORATORIES LP S Y 12/19/2014
NDA 206426 RAPIVAB PERAMIVIR BIOCRYST PHARMACEUTICALS INC S 12/19/2014

NDA 206619 VIEKIRA PAK
OMBITASVIR, PARITAPREVIR, 
RITONAVIR, DASABUVIR ABBVIE INC P 12/19/2014

NDA 206829 ZERBAXA CEFTOLOZANE/TAZOBACTAM CUBIST PHARMACEUTICALS INC P Y 12/19/2014

NDA 206814
POTASSIUM CHLORIDE ORAL 
SOLUTION PHARMA-MED INC S Y 12/22/2014

NDA 022396 DYLOJECT DICLOFENAC SODIUM
JAVELIN PHARMACEUTICALS INC A WHOLLY OWNED 
SUDSIDIARY OF HOSPIRA INC S Y 12/23/2014

NDA 206321 SAXENDA
LIRAGLUTIDE [RDNA ORIGIN] 
INJECTION NOVO NORDISK INC S 12/23/2014

NDA 206439 NAMZARIC

MEMANTINE HYDROCHLORIDE 
EXTENDED-RELEASE/DONEPEZIL 
HYDROCHLORIDE FOREST LABORATORIES INC S Y 12/23/2014
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NUMBER
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DATE
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APPROVAL DATE
NDA 204399 VOGELXO TESTOSTERONE GEL UPSHER-SMITH LABORATORIES INC S 6/4/2014 8/16/2013

NDA 205433 KITABIS PAK

TOBRAMYCIN INHALATION SOLUTION 
AND PARI LC PLUS REUSABLE 
NEBULIZER PULMOFLOW INC S 12/2/2014 8/22/2014

NDA 205613 UCERIS BUDESONIDE SALIX PHARMACEUTICALS INC S 10/7/2014 9/15/2014

Biologic License Application (BLA) Approvals:

BLA NUMBER PROPRIETARY NAME PROPER NAME APPLICANT
REVIEW 

CLASSIFICATION
APPROVAL 

DATE
BLA 125460/0.0 VIMIZIM ELOSULFASE ALFA BIOMARIN PHARMACEUTICAL INC. P,O 2/14/2014
BLA 125390/0.0 MYALEPT METRELEPTIN AMYLIN PHARMACEUTICALS, LLC P,O 2/24/2014
BLA 125431/0.0 TANZEUM ALBIGLUTIDE GLAXOSMITHKLINE LLC S 4/15/2014
BLA 125477/0.0 CYRAMZA RAMUCIRUMAB ELI LILLY AND COMPANY P,O 4/21/2014
BLA 125496/0.0 SYLVANT SILTUXIMAB JANSSEN BIOTECH, INC. P,O 4/23/2014
BLA 125476/0.0 ENTYVIO VEDOLIZUMAB TAKEDA PHARMACEUTICALS U.S.A., INC. P 5/20/2014
BLA 125499/0.0 PLEGRIDY PEGINTERFERON BETA-1A BIOGEN IDEC INC. S 8/15/2014
BLA 125514/0.0 KEYTRUDA PEMBROLIZUMAB MERCK SHARP & DOHME CORP. P,O 9/4/2014
BLA 125469/0.0 TRULICITY DULAGLUTIDE ELI LILLY AND COMPANY S 9/18/2014
BLA 125557/0.0 BLINCYTO BLINATUMOMAB AMGEN, INC. P,O 12/3/2014
BLA 125554/0.0 OPDIVO NIVOLUMAB BRISTOL-MYERS SQUIBB COMPANY P,O 12/22/2014

(1) Application has been tentatively approved.
(2) Application has been tentatively approved or approved under PEPFAR.

Review Classification:  
P -   Priority Review - Significant improvement compared to marketed products, in the treatment, diagnosis, or prevention of a disease.
S -   Standard Review - Products that do not qualify for priority review.
O -  Orphan Designation - Pursuant to Section 526 of the Orphan Drug Act (Public Law 97-414 as amended).

Tentative Approval (TA) is an action given to an application for a drug that meets all the requirements for approval; however, it may not be legally marketed in the U.S. until 
the market exclusivity and/or patent term of the listed drug upon which the application relies, has expired.
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